TCT-254: 18-month Clinical Outcome After Implantation Of Zotarolimus-eluting Versus Sirolimus-eluting Stents In Patients With Acute Coronary Syndrome - A Sort Out III Substudy  by unknown
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,QSDWLHQWVZLWK6$3WKHXVHRI6(6ZDVDVVRFLDWHGZLWKDEVROXWHULVNUHGXFWLRQVRIDQG
3
2
6
7
(
5
:('1(6'$<6(37(0%(530±30
-$&&9RO6XSSO% _ 6HSWHPEHU _ 7&7$EVWUDFWV3267(5'UXJ(OXWLQJDQG%DUH0HWDO6WHQWV %
KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
IRU0$&(795DQG7/5UHVSHFWLYHO\7KHGLIIHUHQFHVLQDEVROXWHULVNUHGXFWLRQZHUHVPDOOHU
LQSDWLHQWVZLWK$&6EXWVWLOOLQIDYRURI6(6
=(6YHUVXV6(6PRQWKVFOLQLFDORXWFRPH
$FXWH&RURQDU\6\QGURPHV 6WDEOH$QJLQD3HFWRULV
=(6 6(6 +5&, =(6 6(6 +5&,
1    
0$&( 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
&DUGLDFGHDWK 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  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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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 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  
7KHQXPEHUVGHQRWHQXPEHURIHYHQWVDQGFXPXODWLYHLQFLGHQFHV
&RQFOXVLRQ =(6 LV LQIHULRU WR6(67KH GLIIHUHQFHV EHWZHHQ=(6 DQG6(6 VHHP WR EH OHVV
SURQRXQFHG LQ SDWLHQWV ZLWK DFXWH FRURQDU\ V\QGURPHV DV FRPSDUHG WR SDWLHQWV ZLWK VWDEOH
DQJLQDSHFWRULV
7&7
&RQVLVWHQW(I¿FDF\DQG6DIHW\RI(YHUROLPXV(OXWLQJ6WHQWV,Q3DWLHQWV)URPD/DUJH
3URVSHFWLYH5HDO:RUOG6WXG\2QH<HDU&OLQLFDO2XWFRPHV)URPWKH;,(1&(986$
6WXG\
0LWFKHOO:.UXFRII'DYLG55XWOHGJH9LYLDQ0DR:HL\LQJ=KDR-LQ:DQJ2OLYLD
:LOEXUQ.ULVKQDQNXWW\6XGKLU-DPHV%+HUPLOOHU
'XNH8QLYHUVLW\0HGLFDO&HQWHU'XUKDP1&$EERWW9DVFXODU6DQWD&ODUD&$+HDUW
&HQWHURI,QGLDQDSROLV,QGLDQDSROLV,1
%DFNJURXQG7KHHI¿FDF\DQGVDIHW\RI;,(1&(9HYHUROLPXVHOXWLQJFRURQDU\VWHQWV;,(1&(
9$EERWW9DVFXODUKDYHEHHQGHPRQVWUDWHGLQWKH63,5,7WULDOVZLWKORZUDWHVRI7/50$&(DQG
VWHQW WKURPERVLV 67+RZHYHU WKHVH UHVXOWVZHUHREWDLQHG LQD VHOHFWHGSRSXODWLRQ;,(1&(9
86$DUHDOZRUOGVWXG\SURYLGHVPRUHLQIRUPDWLRQRQFOLQLFDORXWFRPHVZLWK;,(1&(9LQPRUH
FRPSOH[OHVLRQV
0HWKRGV;,(1&(986$LVDSURVSHFWLYHPXOWLFHQWHUSRVWDSSURYDOVLQJOHDUPVWXG\GHVLJQHGWR
H[DPLQHWKHVDIHW\DQGHI¿FDF\RI;,(1&(9LQDQDOOLQFOXVLYHFRQVHFXWLYHO\HQUROOHGSRSXODWLRQ
IURPUHDOZRUOGFOLQLFDO VHWWLQJV3DWLHQWVZHUHHQUROOHGDW WKH LQLWLDWLRQRI3&,ZLWKQR LQFOXVLRQ
H[FOXVLRQFULWHULDEH\RQGWKHXVHRIRQO\;,(1&(9GXULQJWKHLQGH[SURFHGXUH&OLQLFDOHQGSRLQW
HYHQWVLQFOXGLQJ67FDUGLDFGHDWK0,DQGUHYDVFXODUL]DWLRQZHUHDGMXGLFDWHGSHU$5&GH¿QLWLRQV
E\DQLQGHSHQGHQW&OLQLFDO(YHQWV&RPPLWWHH
5HVXOWV$WRWDORISDWLHQWVZHUHHQUROOHGLQWKHVWXG\DQGSDWLHQWVUHDFKHG\HDUIRUWKLV
DQDO\VLV2IWKHVHSDWLHQWVaZHUHDVWDQGDUGULVNFRKRUWDQRQFRPSOH[SRSXODWLRQVLPLODUWR
63,5,7 ,9DQGZHUHDKLJKULVNFRKRUW DFRPSOH[SRSXODWLRQQRW VWXGLHGSUHYLRXVO\ LQ WKH
UDQGRPL]HG63,5,7WULDOV$W\HDUWKH$5&GH¿QHGGH¿QLWHDQGSUREDEOH67UDWHZDVIRUWKH
RYHUDOOSRSXODWLRQDQGIRUWKHVWDQGDUGULVNFRKRUW7KH7/5UDWHZDVIRUWKHRYHUDOODQG
IRUWKHVWDQGDUGULVNFRKRUW7DUJHWOHVLRQIDLOXUH7/)GH¿QHGDVFDUGLDFGHDWK$5&GH¿QHG
0,DWWULEXWHGWRWKHWDUJHWYHVVHODQGFOLQLFDOO\LQGLFDWHG7/5UDWHZDVIRURYHUDOODQGIRU
WKHVWDQGDUGULVNFRKRUW%RWK67DQG7/5UDWHVRIWKHVWDQGDUGULVNFRKRUWLQ;,(1&(986$ZHUH
VLPLODUWRWKHUDWHVLQWKH63,5,7,9QRQFRPSOH[SDWLHQWVWUHDWHGZLWK;,(1&(9YV
IRU67S YVIRU7/5S 
&RQFOXVLRQ,QWKLVODUJHUHDOZRUOGSRSXODWLRQZLWKDKLJKSURSRUWLRQRIFRPSOH[SDWLHQWDQGOHVLRQ
VXEVHWV;,(1&(9GHPRQVWUDWHGYHU\ORZUDWHVRI677/)DQG7/5LQERWKRYHUDOODQGVWDQGDUG
ULVNFRKRUWV7KHVH\HDUFOLQLFDORXWFRPHVIURP;,(1&(986$FRQ¿UPWKHVDIHW\DQGHI¿FDF\RI
;,(1&(9LQUHDOZRUOGSDWLHQWV
7&7
(IIHFWV2I7HOPLVDUWDQ2Q(QGRWKHOLDO'\VIXQFWLRQ$IWHU&RURQDU\'UXJ(OXWLQJ6WHQW
,PSODQWDWLRQ,Q+\SHUWHQVLYH3DWLHQWV
0LWVX\DVX7HUDVKLPD.HQ\D1DVX+LWRVKL0DWVXR0DRWR+DEDUD7VX\RVKL,WR1REX\RVKL
7DQDND<RVKLKLVD.LQRVKLWD0DVDVKL.LPXUD0DULNR(KDUD<DVX\RVKL6X]XNL7DNDKLNR
6X]XNL
7R\RKDVKL+HDUW&HQWHU7R\RKDVKL$LFKL-DSDQ
%DFNJURXQG&RURQDU\GUXJHOXWLQJVWHQW'(6LPSODQWDWLRQPD\LPSDLUORFDOHQGRWKHOLDOIXQFWLRQ
7HOPLVDUWDQDQDQJLRWHQVLQ,,UHFHSWRUEORFNHUKDVXQLTXH33$5JDPPDPHGLDWHGHIIHFWVDQGPD\
KDYHIDYRUDEOHHIIHFWVRQHQGRWKHOLDOIXQFWLRQ7KLVSURVSHFWLYHUDQGRPL]HGVWXG\ZDVFRQGXFWHG
WRHYDOXDWHWKHHIIHFWVRIWHOPLVDUWDQRQHQGRWKHOLDOIXQFWLRQDIWHU'(6LPSODQWDWLRQLQK\SHUWHQVLYH
SDWLHQWVFRPSDUHGWRDFDOFLXPFKDQQHOEORFNHUDPORGLSLQH
0HWKRGV )RUW\ K\SHUWHQVLYH SDWLHQWV ZLWK FRURQDU\ DUWHU\ VWHQRVLV EXW ZLWKRXW FRURQDU\ DUWHU\
VSDVPWUHDWHGZLWKVLUROLPXVHOXWLQJVWHQWZHUHUDQGRPO\DVVLJQHGWRHLWKHUWHOPLVDUWDQRUDPORGLSLQH
WUHDWPHQWJURXSWHOPLVDUWDQFDVHVDPORGLSLQHFDVHV$IWHUPRQWKVHQGRWKHOLXPGHSHQGHQW
DQG LQGHSHQGHQW YDVRPRWLRQ ZHUH HYDOXDWHG ZLWK TXDQWLWDWLYH FRURQDU\ DQJLRJUDSK\ XQGHU WKH
FRQGLWLRQRIZLWKGUDZDORIPHGLFDWLRQ7KHPHDQGLDPHWHURIDPPFRURQDU\VHJPHQWVWDUWLQJ
PPGLVWDOWRWKHVWHQWZHUHPHDVXUHGEHIRUHDQGDIWHULQWUDFRURQDU\DFHW\OFKROLQH$&KLQIXVLRQDQG
WKHQDIWHUQLWURJO\FHULQ17*LQIXVLRQ
5HVXOWV %ORRG SUHVVXUH ZDV FRPSDUDEOH EHWZHHQ JURXSV DW EDVHOLQH DQG DIWHU  PRQWKV0HDQ
OXPLQDO GLDPHWHUV DW EDVHOLQH DIWHU LQWUDFRURQDU\ $&K LQIXVLRQ DQG DIWHU LQWUDFRURQDU\ 17*
LQIXVLRQRIWKHERWKJURXSVDUHVKRZQLQWKH¿JXUH0D[LPXPYDVRFRQVWULFWLRQDIWHU$&KLQIXVLRQ
ZDVOHVVSURQRXQFHGLQWHOPLVDUWDQJURXSWKDQLQDPORGLSLQHJURXSYV
S 7KHUHZDVQRVLJQL¿FDQWGLIIHUHQFHLQHQGRWKHOLXPLQGHSHQGHQWYDVRGLODWDWLRQWR17*
EHWZHHQJURXSVWHOPLVDUWDQDPORGLSLQHS 
&RQFOXVLRQ 7HOPLVDUWDQ ZRXOG KDYH IDYRUDEOH HIIHFWV RQ HQGRWKHOLDO G\VIXQFWLRQ DIWHU '(6
LPSODQWDWLRQ
7&7
1(926LUROLPXVHOXWLQJ&RURQDU\6WHQWV([SODQWHGIURP3RUFLQH0RGHOV3RO\PHU
,QOD\7UDQVLWLRQWR7LVVXH
.DULQ0%DOVV0DXUHHQ)&KLVKROP&\QWKLD$0DU\DQRII
&RUGLV&RUSRUDWLRQ6SULQJ+RXVH3$
%DFNJURXQG 7KH 1(92 6LUROLPXVHOXWLQJ &RURQDU\ 6WHQW 6(6 >&RUGLV &RUSRUDWLRQ
%ULGJHZDWHU1-@ XWLOL]HV XQLTXH5(67(&+12/2*<ZKLFK LQFRUSRUDWHV KXQGUHGV RI VPDOO
UHVHUYRLUVHDFKDFWLQJDVDGHSRWIRUGUXJGHOLYHU\7KHUHVHUYRLUFRQWDLQVDELRDEVRUEDEOHSRO\PHU
LQOD\PDWHULDOFRQVLVWLQJRISRO\ '/ODFWLFFRJO\FROLFDFLG >3/*$@ZLWK WKHSURYHQ WKHUDSHXWLF
DJHQWVLUROLPXV7KHIRUPXODWLRQZDVFDUHIXOO\GHVLJQHGWRFRQWUROWKHUHOHDVHRIVLUROLPXVLQYLYR7KH
HURVLRQRISRO\PHUZDVGHVLJQHGIRUHQKDQFHGVDIHW\WROHDYHDEDUHPHWDOVWHQW
0HWKRG)RU WKLVVWXG\XVLQJVSHFWURVFRSLF WHFKQLTXHVZHFKHPLFDOO\FKDUDFWHUL]HGWKHPDWHULDO
SUHVHQWZLWKLQWKHUHVHUYRLUVDW¿[HGWLPHSRLQWVIURPLPSODQWLQSLJVWKURXJKFRPSOHWHGHJUDGDWLRQRI
SRO\PHU6SHFL¿FDOO\ZHGHYHORSHGDTXDQWLWDWLYHFRQIRFDO5DPDQVSHFWURVFRS\PHWKRGWRYLVXDOL]H
WKHVSDWLDOGLVWULEXWLRQRIHDFKRI WKHFRPSRQHQWVGUXJSRO\PHUDQGRWKHUH[FLSLHQWVZLWKLQWKH
UHVHUYRLU$PXOWLYDULDWHPRGHOZDVJHQHUDWHGXVLQJH[SHULPHQWDOVWDQGDUGV
5HVXOWV$WWKHHDUO\WLPHSRLQWVGD\ZHREVHUYHGWKHVSDWLDOGUXJGLVWULEXWLRQ
FKDQJHOXPLQDOO\WRDEOXPLQDOO\DVLWHOXWHGIURPWKHLQOD\'XULQJWKHODWHUSRLQWVGD\DQG
ZKHQWKHPDMRULW\RIGUXJKDVEHHQHOXWHGWKHPDWHULDOREVHUYHGLQWKHUHVHUYRLULQOD\WUDQVLWLRQV
IURPSRO\PHUPDWHULDO WR WLVVXH7R FRQ¿UP WKHVH¿QGLQJVZH GHYHORSHG FKHPLFDO FODVVL¿FDWLRQ
PHWKRGV XVLQJ )RXULHU 7UDQVIRUP ,QIUDUHG 6SHFWURVFRS\ )7,5 3/6'LVFULPLQDWH DQDO\VLV DQG
3ULQFLSDO &RPSRQHQW ZLWK 6,0&$ VRIW LQGHSHQGHQW PRGHOLQJ RI FODVV DQDORJLHV WHFKQLTXHV WR
GLVWLQJXLVKWKH1(926(6LQOD\PDWHULDOIURPSRUFLQHWLVVXH
&RQFOXVLRQ&RQIRFDO5DPDQVSHFWURVFRS\TXDQWLWDWLYHO\YLVXDOL]HGWKHGUXJGLVWULEXWLRQIURPWKH
1(92706(6LQOD\FKDQJHRYHU WLPH8VLQJPXOWLYDULDWHFODVVL¿FDWLRQPHWKRGVZHFRQFOXGH WKDW
PDWHULDOLQWKHLQOD\VRIWKH1(92706(6H[SODQWVWUDQVLWLRQIURPDFWLYHIRUPXODWLRQWRWLVVXH7KH
VDPSOHVH[DPLQHGWUHQGHGIURPFODVVL¿FDWLRQDV1(926(6IRUPXODWLRQWRWLVVXHIURPGD\WRGD\
ZLWKWKHWUDQVLWLRQRFFXUULQJDWGD\DQGFRPSOHWHDERXWGD\
7&7
/RQJHVW$YDLODEOHXS7R(LJKW<HDUV([SHULHQFH:LWK'UXJHOXWLQJ6WHQWV)RU1RQ
VHOHFWHG&RPSOH[3DWLHQWV$VVHVVLQJ7KH,QGHSHQGHQW3UHGLFWRUV2I1HJDWLYH(YHQWV,Q
7KH'HVLUH5HJLVWU\
-RVpGH5LEDPDU&RVWD-U$PDQGD6RXVD$GULDQD0RUHLUD5LFDUGR&RVWD0DQXHO&DQR
*DOR0DOGRQDGR0DULDQD&DUEDOOR&DQWLGLR&DPSRV-(GXDUGR6RXVD
+RVSLWDOGR&RUDomR6mR3DXOR%UD]LO
%DFNJURXQG $OWKRXJK '(6 DUH PDUNHGO\ VXSHULRU LQ UHGXFLQJ WKH QHHG RI UHSHDW OHVLRQ
UHYDVFXODUL]DWLRQZKHQFRPSDUHG WR%06 WKHYHU\ ORQJ WHUPRXWFRPHVRI WKLVQRYHO WHFKQRORJ\
UHPDLQV UHODWLYHO\XQFOHDUHVSHFLDOO\ LQPRUHFRPSOH[VXEVHWVRISDWLHQWVDQG OHVLRQVQRW LQLWLDOO\
LQYHVWLJDWHGLQFRQWUROOHG5&7
0HWKRGV 7KH'(6,5( UHJLVWU\ LV D SURVSHFWLYH VLQJOHFHQWHU UHJLVWU\ZLWK FRQVHFXWLYH SDWLHQWV
WUHDWHGVROHO\ZLWK'(6EHWZHHQ0D\DQG0DU$OO VXEVHWVRISDWLHQWVDQG OHVLRQVDUH
LQFOXGHG LQ WKLV UHJLVWU\ 7KH SULPDU\ JRDO ZDV YHU\ ORQJWHUP RFFXUUHQFH RI 0$&( DQG VWHQW
WKURPERVLV673DWLHQWVZHUHFOLQLFDOO\HYDOXDWHGDWDQGPRQWKVDQGWKHQDQQXDOO\XSWR
\HDUVRQJRLQJ)8$PXOWLYDULDWHPRGHOZDVEXLOWWRGHWHUPLQHLQGHSHQGHQWSUHGLFWRUVRI0$&(
7/5DQG67
5HVXOWV$WRWDORISDWLHQWVZHUHLQFOXGHG7KHPHDQDJHZDV\HDUV'0ZDVGHWHFWHGLQ
DQGSUHVHQWHGZLWKDFXWHFRURQDU\V\QGURPH69*OHVLRQVDQG67(0,SWVUHSUHVHQWHG
DQGRIWKHFRKRUWUHVSHFWLYHO\&\SKHUZDVWKHSUHGRPLQDQW'(6)ROORZXSZDV
REWDLQHGLQRIWKHHOLJLEOHSDWLHQWVPHGLDQ\HDUV8SWRVHYHQ\HDUIROORZXSRIWKH
SRSXODWLRQZDVIUHHRIDQ\0$&(7/5ZDVSHUIRUPHGLQRIWKHSDWLHQWV4ZDYH0,RFFXUUHG
LQRQO\RIWKHVHSDWLHQWVDQGWRWDO67UDWHZDVQ ,QGHSHQGHQWSUHGLFWRUVRI0$&(
ZHUHWUHDWPHQWRI69*OHVLRQV+5&,WRS WUHDWPHQWRIPXOWLYHVVHO
GLVHDVH+5&,WRSUHVLGXDOVWHQRVLV+5&,WRS 
'0+5&,WRS DQGUHQDOLQVXI¿FLHQF\+5&,WR
S ,QGHSHQGHQWSUHGLFWRUVRI67ZHUH3&,LQWKHVHWWLQJRI67(0,+5&,
WRS VWHQWOHQJWK+5&,WRS PRGHUDWHWRVHYHUHFDOFL¿FDWLRQ
DWOHVLRQVLWH+5&,WRS '0+5&,WRSDQG
LQVWHQWUHVLGXDOVWHQRVLV+5&,WRS 
&RQFOXVLRQ7KHXVHRI'(6LQXQVHOHFWHGSRSXODWLRQZDVDVVRFLDWHGZLWKYHU\ORQJWHUPVXVWDLQHG
VDIHW\DQGHIIHFWLYHQHVVZLWKDFFHSWDEOHORZUDWHVRIDGYHUVHFOLQLFDOHYHQWVLQFOXGLQJ67
